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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)13 Responsive to communication(s) filed on 05 February 2004 . 
2a)n This action is FINAL. 2h)M This action is non-final. 

3) 0 Since this application is in condition for allowance except for fomrial matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) 1-18 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) M Claim(s) 1-18 is/are rejected. 
/)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)13 The drawjng(s) filed on 05 February 2004 is/are: a)l3 accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing{s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * 0)0 None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Drawings 

The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(4) because 
reference character "42" has been used to designate both "tip" on page 13 and "heeF' on page 14. 
Coirected drawing sheets in compliance with 37 CFR 1. 1 2 1(d) are required in reply to the Office 
action to avoid abandonment of the application. Any amended replacement drawing sheet should 
include all of the figures appearing on the immediate prior version of the sheet, even if only one 
figure is being amended. Each drawing sheet submitted after the filing date of an application 
must be labeled in the top margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 
CFR 1. 121(d). If the changes are not accepted by the examiner, the applicant will be notified and 
informed of any required coirective action in the next Office action. The objection to the 
drawings will not be held in abeyance. 

Claim Rejections - 35 USC § 112 
Claim 3 recites the limitation "the accessing step" in line 1; and the limitation "the 
wrapping step" in line 3. There is insufficient antecedent basis'for this limitation in the claim. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that fomi the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application lor patent, published under section 122(b), by another filed 
in the United States l)elbre the invention by the applicant Ibr patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant ibr patent, except that an 
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international application filed under the treaty defined in section 351(a) shall have the effects for pun:)oses of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 1-4 and 9-16 are rejected under 35 U.S.C. 102(e) as being anticipated by Kuslich 
(U.S. Pat. No. 6,712,853). Kuslich discloses claim 1 as follows: a method for treating a ruptured 
or degenerated spinal disc of a patient, comprising: accessing an area adjacent an exterior of a 
spinal disc disposed between adjacent vertebrae (col. 9, lines 4-14); and wrapping a band of 
material (12) around the disc to stabilize the disc in a desired position i*elative to suirounding 
anatomy (col. 3, line 67 through col. 4, line 1\ col. 9, lines 62-67). 

Kuslich discloses claim 2 as follows: the method of claim 1 , wherein the band engages at 
least one of the vertebrae when the band is wrapped around the disc to substantially secure the 
disc relative to the at least one of the vertebrae (shown in Figure 5). 

Kuslich discloses claim 3 as follows: the method of claim 1 , wherein the accessing step 
comprises accessing an anterior region of the disc (col. 4, lines 7-10 describes accessing the 
annulus area of the vertebrae which constitutes the upper poition of the vertebral disc), and 
wherein the wrapping step comprises: extending a distal end of an elongate member (52) along a 
first lateral region of the disc around a posterior region of the disc to an opposite second lateral 
region of the disc (col. 8, line 66 through col. 9, line 1 ); connecting a first end of the band to the 
distal end of the elongate member (col. 8, line 60-63); pulling the elongate member back around 
the posterior region of the disc, thereby directing the first end of the band around the posterior 
region of the disc (col. 8, line 66 through col. 9, line 1); and securing at least one of the first end 
and a second end of the band to another portion of the band, thereby securing the band around 
the disc (col. 9, lines 57-61). 
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Kuslich discloses claim 4 as follows: the method of claim 1 , further comprising adjusting 
a location of at least one of the vertebrae relative to the disc (col. 9, lines 34-36). 

Kuslich discloses claim 9 as follows: the method of claim 1 , wherein the band comprises 
healing-promoting material for enhancing healing of damage to an annulus fibrosis of the disc 
(col. 10, lines 25-27). 

Kuslich discloses claim 10 as follows: the method of claim 1, wherein the band 
comprises nonporous material, and wherein the band substantially seals any leaks in the disc 
when the band is wrapped around the disc (col. 9, lines 24-25), 

Kuslich discloses claim 1 1 as follows: the method of claim 1, wherein the band 
comprises bioabsorbable material that remains around the disc until absorbed by the patient's 
body (col. 9, lines 19-20). 

Kuslich discloses claim 12 as follows: the method claim 1, further comprising applying 
energy to the disc to enhance healing of the disc (col. 12, lines 48-51). 

Kuslich discloses claim 13 as follows: the method of claim 12, wherein at least a portion 
of the band is electrically conductive (81, 83, 85), wherein the method further comprises 
coupling a source of electrical energy (95) to the electrically conductive portion of the band (col 
12, lines 54-57), and wherein the applying energy step comprises applying electrical energy to 
the disc via the electrically conductive portion of the band (col. 12, lines 57-60). 
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Kuslich discloses claim 14 as follows: the method of claim 12, wherein the applying 
energy step comprises applying electrical energy directly to one or more desired regions of the 
disc (col. 12, lines 57-60). 

Kuslich discloses claim 15 as follows: the method of claim 1 , further comprising 
inserting a tubular guide member (52) around a portion of the exterior of the disc (col. 8, lines 67 
through col. 9, line 3), and wherein the wrapping step comprises directing the band (12) through 
the guide member (shown in Figures 7, 8) to facilitate wrapping the band around a posterior 
region of the disc. 

Kuslich discloses claim 16 as follows: the method of claim 1, further comprising 
inserting a pair of opposite-hand tubular guide members (50) around opposing lateral regions of 
the exterior of the disc (col. 8, lines 66 through col. 9, line 4). 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent niay not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 ofthis title, ifthe di (Terences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 17 and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kuslich. Kuslich does not specifically disclose the position of the guide members as they are 
used to manipulate the location of the band. However, based on the final position of the band, 
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shown in Figure 5, it is implied that the guide members would have to be inserted until the distal 
ends of the guide members are disposed adjacent a posterior region of the disc, for the band to be 
placed in such a location. 

Kuslich discloses the limitations of claim 18, but one would have to use different 
embodiments of the reference's claimed invention. Kuslich discloses claim 18 as follows: the 
method of claim 16, wherein the wrapping step comprises: directing a distal end of an elongate 
member (65) through lumens of the guide members (where the embodiment of Figure 24 would 
be used in element 52); connecting a first end of the band to the distal end of the elongate 
member (shown in Figure 7); and directing the distal end of the elongate member back through 
the lumens of the guide members to direct the band around the posterior region of the disc (col. 
9, lines 1-2). 

Claims 5 and 6 are rejected under 35 U.S.C. 103(a) as being unpatentable over Kuslich in 
view of Schneiderman (U.S. Pub. No. 2003/0032965). Kuslich does not disclose the use of a 
fork member to place traction of the vertebrae and make it easier to insert the band. 
Schneiderman teaches such a method, described in claims 5 and 6 as follows: the method of 
claim 4, wherein the adjusting step comprises: engaging at least one of the vertebrae between 
tines (106, 108, 1 16) of a fork member (100); and manipulating the tines between the vertebrae 
to increase a space between the vertebrae; and the method of claim 4, wherein the adjusting step 
comprises subjecting the patient to traction (paragraph 0043). Therefore, it would have been 
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obvious to one of ordinary skill in the ail at the time the invention was made to use this fork 
member if needed to more easily insert the band into the vertebral region. 



Claims 7 and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable over Kuslich in 
view of Belef et al. (U.S. Pub. No. 2002/0147497). Kuslich in col 4, lines 61-67 and col. 5, 
lines 5-6, discloses fill material used in conjunction with the prosthetic band to promote bone 
growth and healing, but the reference does not specifically disclose the fill material as being 
extra-cellular matrix material. Belef et al. teaches the use of this material in paragraph 001 3, 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the invention 
was made to use extra-cellular matrix material as the fill material of the band to promote bone 
growth and healing in the patient. 

Conclusion 

Any inquiry concerning this communication or earlier communications fi*om the 
examiner should be directed to Ann Schillinger whose telephone number is (571 ) 272-6652. The 
examiner can normally be reached on Mon. thru Fri. 9 a.m. to 4 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Con ine McDermott can be reached on (571) 272-4754. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained fi*om the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained fi om either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-fi'ee). If you would 
like assistance fiom a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




Ann Schillinger 
November 6, 2006 



ALVIN J. STEWART 
PRIMARY EXAMINER 



